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IMPLANTABLE SLING HAVING BLADDER SUPPORT 

CROSS-REFERENCE TO RELATED APPLICATIONS 
[00011 Not Applicable 

STATEMENT RE: FEDERALLY SPONSORED RESEARCH/DEVELOPMENT 
[00021 Not Applicable 

BACKGROUND OF THE INVENTION 
[00031 Concomitant cystocele repair and placement of a pubovaginal sling for the treatment 
of urinary incontinence by means of a transvaginal approach is known in the art. In this regard, a 
high correlation exists between such medical conditions and it is frequently desirable to address 
both via a single surgical procedure. Specifically, such procedure seeks to accomplish both goals 
of lifting and tightening the tissue around the bladder so that it no longer pushes against 
weakened tissue in the front wall of the vagina (i.e., cystocele) and positioning a sling beneath 
the urethra in order to provide structural support thereto such that accidental leakage of urine is 
eliminated or substantially reduced, particularly during provocative events such as coughing and 
the like. 

[00041 The specifics regarding suburethral sling surgical procedures are described in detail in the 
references of Blaivas, Jerry G., Successful Pubovaginal Sling Surgery, Contemporary Urology, 
July, 1993; Blaivas, Jerry, G. Treatment of Female Incontinence Secondary To Urethral Damage 
Or Loss, Urologic Clinics of North America, Vol. 18, No. 2, May, 1991; Raz, Schlomo, Surgical 
Therapy For Urinary Incontinence, Atlas Of Transvaginal Surgery, W. B. Saunders, 1992, 
Loughlin, K. R., The Endoscopic Fascial Sling Treatment of Female Urinary Stress 
Incontinence, J. Urol, 1996, A.P.R; 155 (4): 1265-7; and Staskin, D. R., et al.. The Gore-Tex 
Sling Procedure For Female Sphincteric Incontinence: Indications, Technique And Results, J. 
Urol, 1997; 15(5): 295-9, the teachings of which are expressly incorporated herein by reference. 
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[0005] With respect to the simultaneous repair of the cystocele and placement of a 
pubovaginal sling, such procedure is disclosed by Kobashi et al., in the reference ANew 
Technique for Cvstocele Repair and Transvagi nal Sling: the Cadaveric Prolapse Repair and Sling 
(CaPS\ Urology, 2000 Dec. 4:56 (Suppl. 1): 9-14 and by Chung et al.. in the reference 
Technique of Combined Pubovaginal Slin g and Cvstocele Repair Using a Single Piece of 
Cadaveric Dermal Graft. Urology. 2002 Apr.; 59 (4): 538-41, the teachings of each of which are 
expressly incorporated herein by reference. 

[0006] Despite the optimal opportunity to concurrently perform cystocele repair and 
pubovaginal sling surgery via a transvaginal approach, there has not to date been any type of 
implantable support material/tissue that is readily sized and configured to be surgically affixed 
into position such that both the bladder is properly supported (i.e., so that it no longer pushes 
against the vagina), and that the urethra is provided with a suburethral sling optimally positioned 
to treat the related condition of incontinence. In this respect, to the extent concurrent cystocele 
repair and pubovaginal sling surgery are performed, the prior art teaches the use of a harvested 
piece of tissue derived from a cadaver that must be surgically fashioned for implantation within a 
particular patient. To derive such implantable material, however, is exceptionally problematic 
due to the requirement that cadaveric tissue be available. Moreover, even to the extent a source 
of cadaveric tissue is available, the same must necessarily be excised to near precise dimensions 
and thereafter implanted with great care. In this respect, to the extent the harvested tissue is 
improperly sized or is otherwise torn or damaged during implantation, such supportive material 
will be rendered useless and require that at least one additional segment of material be harvested. 
As a consequence, substantial time, expense, and potential patient discomfort associated with 
such surgical procedure can frequently occur. 

(00071 Accordingly, there is a substantial need in the art for a surgical implant operative to 
serve both as a suburethral sling for the treatment of incontinence, as well as provide structural 
support necessary to effectuate cystocele repair. There is additionally a need in the art for such 
an implant that can be readily fabricated from known implantable materials, and specifically 
sized and configured for immediate surgical implantation in procedures involving both the 
placement of a suburethral sling and supportive tissue to effectuate cystocele repair. There is still 
a fiirther need in the art for such an implant that may be fabricated from materials possessing 
desirable properties, such as biocompatibility, material strength, and adaptability for use in 
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surgical procedures. There is yet a further need in the art for such an implant that is of 
exceedingly simple construction, low cost to manufacture, and is capable of being readily 
deployed using known surgical techniques. 



BRIEF SUMMARY OF THE INVENTION 
[0008] The present invention specifically addresses and alleviates the above-identified 
deficiencies in the art. In this regard, the present invention is direct to an implant operative to 
simultaneously fiinction as a suburethral sling for the treatment of incontinence, as well as 
provide lift and support about the bladder so that it no longer pushes against the vagina and thus 
effectuate cystocele repair. According to a preferred embodiment, the implant comprises a first 
sling portion sized and configured as per conventional suburethral slings for positioning and 
placement beneath the urethra to provide a sufficient degree of urethral support. Such implant 
includes a second bladder support portion affixed to or formed as part of the sling portion that is 
operative to be surgically interconnected about a portion of the bladder to enable the latter to be 
lifted and supported to a degree necessary to effectuate cystocele repair. Preferably, the implant 
will possess a generally T-shape with the first sling portion defining an elongate strip having 
opposed ends, a fi-ont portion and a rear portion. The second implant portion will be affixed 
medially about a portion of the rear peripheral edge of the first sling portion and extend 
rearwardly therefrom. The implant may be fabricated such that both sling and bladder support 
portions are integrally formed from a single piece of harvested tissue. Alternatively, the sling and 
bladder support portions will be integrally formed fi-om a unitary piece of synthetic material. Still 
fiirther, the implant may be fabricated such that a respective one of the sling portion or bladder 
support portion is fabricated from a synthetic material with the respective other portion being 
fabricated from a piece of harvested tissue and coupled to the respective other piece via stitching 
or any other means known in the art to couple the two implant portions to one another. In a most 
highly preferred embodiment, the sling portion of the implant will be comprised from a synthetic 
material, which may be selected from a variety of well-known materials in the art, and the 
bladder support portion will comprise a graft harvested from a donor, which may comprise a 
cadaver, another human subject, an animal, such as a pig, and even the patient herself. 
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100091 Advantageously, by providtag a pre-fonned implant operative to provide both 
suburethral support concomitantly with the bladder support necessary to perform cystocele 
repair, both conditions (i.e., incontinence and cystocele) can be tr«aed via a single surg.cal 
procedure. Moreover, by providing a readily-fabricated implant, there is thus eliminated the need 
to surgically fashion such a support from cadaverous tissue, thus tremendously reducmg the ame 
necessary to perform such procedure, as well as eliminating the need to have a source of 
cadaverous Ussue available. Furthermore, in those embodiments where the implant is compnsed 
of a sling portion fabricated from a synthetic material and a bladder support portion formed from 
a graft or harvested tissue, such embodiment allows for rapid fabrication fimher enables the 
implant to possess exceptional durabUity with respect to the sling component thereof and optimal 
biocompatibility with respect to the bladder support portion thereof. 

(00101 With respect to the surgical implantation of the implants of the present invention, the 
same may be deployed through any known procedure in the art. Along these lines, such implant 
may be seemed in position pursuant to those procedures disclosed by Kobashi et al., m the 
Terence . m..., T^Kn,„„. for C„^oc.W Repai r ,nd Tran^v^final SHnp- the Cadavenc 
Prola pse Repair and Sling, referred to above. 

10011] It is therefore an object of the present invention to provide an implantable shng 
having bladder support that enables pubovaginal sling surgery and cystocele repair to be 
performed via a single surgical procedure. 

(00121 Another object of the present invention is to provide an implantable sling havmg 
bladder support that enables pubovaginal sling surgery and cystocele repair to be performed m a 
„,am.er that eliminates fte need to surgically fashion an implant operative ,„ simultaneously 
impart suburethral support for the treatment of incontinence and also impart a sufEctent degree 
of support to the bladder to effectaate cystocele repair. 

,00131 Another object of the present invention U to provide an implantable slmg havmg 
bladder support that enables pubovaginal sling surgery and cystocele repair to be performed m a 
™„ner that eliminates any dependency on a readily accessible source of cadaverous ttssue 
during such surgical procedure. 

,00141 Another object of the present invention is to provide an implantable sling havmg 
bladder support that may be easily and readUy fabricated from known implantable matenals, >s 
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of simple —on, is easy » surgically ma«pula«, is excepdo,^ durable in &no.oni„g as 
an implant, and is of relatively low cost. 

1,0.5, Still further objects of the present invendon are to provde methods for ^mg <^ 
Lplants of the present invention to thus simultaneously effectuate cystocde repatr and ™^ 
Jontinence that i, substantially more time efftcient. easier to perfonn. and more co. effecttve 
than prior art techniques. 

BRIEF DESCRIPTION OF THE DRAWINGS 
100161 These as well as other features of the present invention will become more apparent 
uoon reference to the drawings 

I,,-,, Figure 1 is a perspective view of an implant comprised ota subu^thral sUng havmg a 
bladder support portion for use in performing cystocele repair. 

l„.8, Figure 2 is a top view of the implant depicted in Figure 1 illustratmg a first slmg 
portion and a second bladder support portion. 

DETAILED DESCRIPTION OF THE INVENTION 
The detailed descripUon set forth below U intended as a de^ription of the presen|^ 
^fel embodiment of the invention, and is not in^ded to represent the only f^ m wh. 
Lpresentinventionmaybec„nstructed„rutilized.ThedescripUonset3for.h.e~ 

se^Lces of steps tor construcUng and operating the invention. It is to be 

J. the same or e,uivalent functions and sequences may b. accompltshed by dtff r«^t 

llen« and tl they are .so .tended to be encompassed within the scope of the 

iCReferring now to the Fig.^. and htitially to Figure I. there is shown an implant.O 

e in concot^itant, Zoning as a pubovagina. sling for use h. the treatm^t 
i„c„ntinence, as well as providing support necessary to — 
resoec, the implant 10 is operative to simultaneously impart support to the urethra 12 and 
:2 le bladder 14 when tmplanted via a single surgical procedure. As discus^d .n ^ 
i. is well-tnown in the art that cystocele and incontinence are « elated 
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conditions tl,a., tor appropriate patients, warrants that both conditions be treated, preferably via a 

single surgical procedure. 

,00211 To that end. the implant 10 is specifically fashioned and conf,^ to ad*ess b<>th 
such condiUons. According to the preferred embodiment shown, the implant 10 comprises a firs, 
slmg portion 16 that is operafively positioned beneath a portion of the t^thra 12. As per 
conventional slmg proced,^. «>e slmg portion 16 is fashioned as an elongate strip havng 
opposed ends 16a. 16b. tot are secured into position via a variety of techmques well-known to 
those skilled in the art. In this regard, such opposed ends 16a. 16b. may be secured to the pu tc 
bone 22. fascia 24. or other structures, such as Cooper's ligament (not shown), or any other 
„emod well-known to those skilled m the art. In this regard, it is contemplated that such 
methods for securing the opposed ends 16a. 16b. mto position such that flte sling porhon 16 ,s 
positioned beneath the urethra may take any of those types of procedures " J" ""J;^ 
States Patent Number 6.200.330 to Benderev. et ... entitled SYSTEMS FOR SECmmO 
SUTURES. GRAFTS AND SOFT TISSUE TO BONE AND PERIOSTEUM, issued March 13. 
2001 theteachingsofwhichareexpresslyincorporatedhereinbyreference. 
,002^1 Alternatively, such sling pordon 16 may be conflguted per well-known and 
commercially available slings curr»tly in use. including the TVT tension-free vaginal tape 
produced by Johnson and Johnson of SumnterviUe. New Jersey or the SPARC sling system for 
curing female stress urinary incontinence produced by American Medical Systems of 
Mimteapolis. Mmnesota. The structu« related to such commercially-available products rs 
expr^sly incorporated herein by reference. In this regard, such sling systems are operative^ 
positioned such Otat a portion of the shng extends beneath the urethra with the opposed fiee e„ s 
of dte sling remaimng as ftee ends that are not secured to any type of anatomical structure. In 
.US respect, it is expressly contemplated that the sling porUon .6 of the implant 10 of me present 
invention may be opera.ively fashioned according to such slings embodying Prtncrples- 
,00231 In addition to the sling pordon 16. the implant 10 is fitrther pn>v,ded wtth a bladde 
Lppor. portion 18. As illus.ra.ed. *e bladder supper. porUon 18 is operative » ex^e^ 
.Ird^y fiom a portion of .he penphera, edge of the sling portion 16. and extend a Ua. 
partially about tite underside of bladder 14. as shown. As will be appreciated by *ose sktl cd m 
the art. such bladder support portion 18 will be operative to lift ^d support ti>e Madder 4 
degree sufficient to effecu..e cysu«ele repair, to titis regard, i. is contemplated that bladder 
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L .asses or sy„*e,ic «a.eri.s u.iU.ed in oystocel. repair „ec«sar, .o supper. Ure bladder 
14 via fte inttoduction of such .issue portion 1 8 be«vee„ fte vagina and A. bladder 4^ 
L, in order U> more clearly i.lus.ra.e 4e cons«uc.ion of d,e in,pla„. .0 of *e presen. 
LenLn..here is sho»ni«Figure2af^n.al plan view hereof. AS U,us.ra,ed>es,i„g^^^^^^ 

wiU be oons^uced a, per conventional slings having a generally e.onga,e smp J.^e. Ny 
formed .0 have a generally rec»ngular eonfiguradon defining opposed ends 16a 16b 
con.inuous peripheral edge. Formed upon a ,»r.ion of *e perlphe«l edge defimng slmg poruon 
; is bladder suppor. portion 1 8. As 11—, bladder suppor. portion 18 Is connec^ ^ > 
„or.ion of .he rear or disml peripheral edge of ti,e sling portion 16 generally upon dre med,^ 
d.ereof .„ .e embodrmen. sho™,, .e sling ...ion 16 is conneeled .o bl^er support 
portion .8 via sticking 20 .o *us enable .he .wo pieces .o remain ,n«rconnec.ed. As ™ ^ 
Ldily apprecia^d by ti.ose skilled in ti.e art. i. should be unders.ood *a. .he .mplan. .0^ 
oppoL o being febrica^d ftom .wo separare portions 16, 18. may be fabr,ca.cd from a un.»^ 
Xe of martial. Along tirese lines, i. is con.»pla«d dra. d.e implan. .0 may ^ fab c.^ 
Lmasing,epieceofharves«dtissueti..isprecu.a„dprefo„ned.ohaved.e.nr.^^^^^^^^^^ 

shown, Al.ema.ively, .he implan. 10 may be f*rica.ed fh,m a „m«ry 

„a.erial. such as surgical mesh and d-e like. ti«. defines bod. sUng portions 16 and bladder 

;r:CJLrna.ive,morehi^ypreferredembodimen.,d.slingportion,6a„db^^^^ 
uppoL portion 18 will be ^bHcared .om dissimilar ma.erials whereby one ^rt.on 
Z eiLr tissue or syndetic ma.erial and .he respective oti.er portron ,s fortne^ f*om 
Similar .ypeofma.erial,P.eferab.y,ti,eimplan.willbefabHca.edsuch.ha.s,mgp.rt,o^^ 

tL fhTa syntiretic ma^ial. and tirus operative «, provide durable support .o *e ure.taa ,2 
Cidoned «,e. unde„.ead. and ti,e b«er sup^rt ^rtion 1 8 ™11 be .b,.a.^ ^n. 
^aft r section of ha„es.ed .issue, Witi. respec. .o d,e latier, i. is well-known m *e art tira. b 

tissue as a ma.erial .o provide bladder support provides subs^ntially e^ 
:"ltibili. and gener^ly provides for more favorable surgical o-™; 
constiuL in accordance .o .he aforememioned embodimen. are presenfly berng 
commerciali^ by Caldera Medical. Inc, of Thousand Oaks. California, 
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,00261 Witf, respect » *e surgical implanUtion of fte implanB of fte present inventton, the 
sa^e may be perfonned u.m.i„g any of a variety of .a.o«n teciutiques in the art. A. the pr«en. 
tin,e. ho«ver, i. is expressly contemplated that the implants of the preset .nvent,on wtU ^ 
deployed transvaginally via an incision made to the vaginal wall. By milizi^ a transva^^ 
le, ac^ss to the urethra, for placement of the sling portion 16. as well as the s, e of b.add« 
p^lapse will h. provided via a single surgical s,te. Exemplary of such surgtca. proc»^^ 
ideally s^ted for the placemen, of the present mvention include those discussed by Kobash,, 
al, discussed above. 

,00271 Alternatively, the implants of the present invention may be secured mto postuon vra a 

Lobturator route via known prc^ures in the art h. this regard, such transobttn^or rou^ 

likewise requires the formation of an incision in ^ vagina through which the tmplant w. 1 be 

positioned against the urethra and bladder, respectively. To achieve that end. tt ts contempla^ 

L the opposed ends of the sling ^rtion 16 wiU be disposed within the obturator foramen ^d 

either secured the^to via a conventional anchoring means or otherwise remain as non-attached 

fr« ends suspended therdr. As should be appreciated by those skilled in the art however. 

although a transvaginal deployment is considered most ideally suited as the preferred rot^ for 

surgically implanting the implants of the present invention, any type of procedure by whtch th 
blaLLthcurethracanbeaccessedinordertosu^callypositiontheimplantsothej^sen 

invention should be deemed to fall within the scope of the present mvention. Along these Imes, tt 
Tcontemplated that .though possibly less efficient, the implants of the P— 
be imp Jed via an alternative route, such as through an incision made in the patten s ab^om«. 
rouble route, the top surface of wHch being depicted as 26 in Pigure 1 . Accor^tngl ^ 
all taol Lgio. procedures capable of deploying the implants of the present mvenuon should 
be deemed to faU within the scope ofthe present invention. 

,00281 Additional modifications and improvements of the present mventton may a so be 
L„..o those of onlinary skill inthe art. Thus, tite ocular combination of pa^^^^^^ 

Libed and illustrated herein is intended to re^nt only certain embodrments of tite pre.« 
M ention, and .s not intended to serve as Imitations of alternative devices and met^^s ... 

spirit and scope of the invention. Along titese lines, it is expressly con.empla«d to. «.e 
l^rtionielybe^ricatedtohaveanydimcnsionstbatareoperativetoena^le^^^^ 

.0 « support tite urethra, as well as be adequately secured into posmon. Ukewrse. the 
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bladder support portion may be fabricated to have any shape or dimensions that may be 
necessary to impart the degree of support necessary to effe«uate cystocele repair. Snll further, .. 
is contemplated that the implants of «,e present invention can readily be utilized in related 
surgical procedures, such as rectocele and enterocele repair, throu^ surgical techniques that w,l 
be readily kno«n to those skilled in the art. In such applications, it will he readily understood 
that the bladder support portion 18 ,vill be utilized to provide support to ttte source of henuaf on 
and. where appropriate, may be sized a.Kj configured to specifically support a target organ or 
tissue mass sought to be supported while a. the same time providing suburefltral sling support v,a 
sling portion 16. Accordingly, although depicted as generally rectangular portions, tite slmg 
portion and bladder support portion may have alternative shapes and configurations ti«t wU be 
readily understood by those skilled in the art. 
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